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— The MAILING DA TE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to comnnunication(s) filed on Jan 3, 200 f . 

2a) □ This action is FINAL. 2b) K This action is non-final. 

3) 0 Since this application is In condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-10 is/are pending in the application. 

4a) Of the above, clalm(s) is/are withdrawn from consideration. 

5) □ Claim(s) is/are allowed. 

6) K Claim(s) 1-10 is/are rejected. 

7) □ Claim(s) is/are objected to. 

8) n Claims are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

lOD The drawing(s) filed on is/are objected to by the Examiner. 

11 )□ The proposed drawing correction filed on Is: 3)0 approved b)n disapproved. 

12) D The oath or declaration Is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) 0 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 
a)n All b)U Some* c)^ None of: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14)K Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 

Attachment(s) 

151 ^ Notice of References Cited (PTO-892} 18) □ Interview Summarv (PTO-413) Paper No(s). 



1 6) □ Notice of Draftsperson's Patent Drawing Review (PT 0-948) 1 9) Q Notice of Informal Patent Application (PTO-1 52) 

17) ^ Information Disclosure Statement(s) (PTO-1 449} Paper No(s). ^ 20) □ Other: 
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Claim Rejections - 35 USC § 112 
Claims 7-10 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

i) It is not known which disorder or condition is mediated by ORLl -receptor and its endogenous 
ligands and which ones are not. One skilled in the art cannot say for sure whether a given 
disorder or condition mediated by ORLl -receptor and its endogenous ligands or not. 

ii) The term "including" renders the claims indefinite because it is unclear whether the 
limitations following the phrase are part of the claimed invention. See MPEP § 2173.05(d). 

iii) In claim 8, the phrases "useful as" and "useful for" are present among the list of diseases 
claimed. Deletion is suggested because it is improper. 

Claims 7-10 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling as a method of treating pain, does not reasonably provide enablement for 
treating all of the others recited in the claims 

In evaluating the enablement question, several factors are to be considered. Note In re 
Wands, 8 USPQ2d 1400 and Ex parte Forman, 230 USPQ 546. The factors include: 1) The 
nature of the invention, 2) the state of the prior art, 3) the predictability or lack thereof in the art, 
4) the amount of direction or guidance present, 5) the presence or absence of working examples, 
6) the breadth of the claims, and 7) the quantity of experimentation needed. 
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1) The nature of the invention: The method of use claims are drawn in part to treating of human 
diseases such as Alzheimer's disease, tolerance to narcotic analgesics, dependence on narcotic 
analgesics, Parkinson's disease, etc. 

2) The state of the prior art: There are no known compounds of similar structure which have been 
demonstrated to treat Alzheimer's disease or nor is there any compound that can be used to treat 
tolerance to narcotic analgesics, dependence on narcotic analgesics generally. For example, the 
notion that a compound could be effective against tolerance to narcotic analgesics, dependence 
on narcotic analgesics general is absolutely contrary to our current understanding of how 
tolerance to narcotic analgesics, dependence on narcotic analgesics operate. There is not, and 
probably never will be, a pharmacological treatment for "tolerance to narcotic analgesics, 
dependence on narcotic analgesics" generally. That is because "tolerance to narcotic analgesics, 
dependence on narcotic analgesics" is not a single disease or cluster of related disorders, but in 
fact, a collection with relatively little in common. Addiction to barbiturates, cocaine, opiates, 
amphetamines, benzodiazepines, nicotine, etc. all involve different parts of the CNS system; 
different receptors in the body. For example, cocaine binds at the dopamine reuptake transmitter. 
Heroin addiction, for example, arises from binding at the opiate receptors, nicotine addiction 
from some interaction at the nicotinic acid receptors, many tranquilizers involve the 
benzodiazepine receptor, alcohol involves yet another system, etc. All attempts to find an 
pharmaceutical to treat tolerance to narcotic analgesics, dependence on narcotic analgesics 
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generally have thus failed. Alzheimer's disease is treated, albeit not successfully, using 
acetylcholine esterase inhibitors and Parkinson's disease using dopamine receptors. 

3) The predictability or lack thereof in the art: It is presumed in the treatment of the diseases 
claimed herein there is a way of identifying any and all of the diseases which are mediated by 
ORLl -receptor and its endogenous ligands. There is no evidence of record which would enable 
the skilled artisan in the identification of the diseases treatable with the disorders claimed herein. 

4) The amount of direction or guidance present and 5) the presence or absence of working 
examples: There are no doses present for treatment of the disorders recited. 

6) The breadth of the claims: The claims are drawn to disorders that are not related and whose 
treatment is unknown. 

7) The quantity of experimentation needed would be an undue burden to one skilled in the 
pharmaceutical arts since there is inadequate guidance given to the skilled artisan for the many 
reasons stated above. 

Thus, factors such as "sufficient working examples", "the level of skill in the art" and 
"predictability", etc. have been demonstrated to be sufficiently lacking in the instant case for the 
instant method claims. 

Applicant is advised that should claim 7 be found allowable, claim 8 will be objected to 
under 37 CFR 1.75 as being a substantial duplicate thereof When two claims in an application 
are duplicates or else are so close in content that they both cover the same thing, despite a slight 
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difference in wording, it is proper after allowing one claim to object to the other as being a 
substantial duplicate of the allowed claim. See MPEP § 706.03(k). The intended use of a 
pharmaceutical composition does not have patentability weight. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In relongU 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogeh 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 

Claims 1-10 are rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 1-9 of U.S. Patent No. 6,172,067. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the 
two sets of claims overlap substantially. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 



• 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ito et al. (US 
6,172,067). The reference teaches a generic group of benzimidazole derivatives which embraces 
applicants' claimed compounds (See cols 1-3, compounds of formula (I) and definitions for R, A 
and Y). The claims differ from the reference by reciting specific species and a more limited 
genus than the reference. However, it would have been obvious to one having ordinary skill in 
the art at the time of the invention to select any of the species of the genus taught by the 
reference, including those instantly claimed, because the skilled chemist would have the 
reasonable expectation that any of the species of the genus would have similar properties and, 
thus, the same use as taught for the genus as a whole. One of ordinary skill in the art would have 
been motivated to select the claimed compounds from the genus in the reference since such 
compounds would have been suggested by the reference as a whole. It has been held that a prior 
art disclosed genus of usefiil compounds is sufficient to render prima facie obvious a species 
falling within a genus. In re Susi, 440 F.2d 442, 169 USPQ 423, 425 (CCPA 1971), followed by 
the Federal Circuit in Merck & Co. v. Biocraft Laboratories, 847 F.2d 804, 10 USPQ 2d 1843, 
1846 (Fed. Cir. 1989). 



Any inquiry concerning this communication or earlier communications fi-om the examiner 
should be directed to Bruck Kifle whose telephone number is (703) 305-4484. 
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The fax phone number for this Group is (703) 308-4556 or (703) 305-3592. Any inquiry 
of a general nature or relating to the status of this application or proceeding should be directed to 
the Group receptionist whose telephone number is (703) 308-1235. 



December 3, 2001 




Primary Examiner 
Art Unit 1624 



